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Art Unit: 2876 

DETAILED ACTION 
Response to Amendment 

1 . Receipt is acknowledged of the Amendment filed July 2, 2004. The amendment 
includes amended claims 23 and 25 and cancelled claims 4 and 13-20. 

EXAMINER'S AMENDMENT 

2. An examiner's amendment to the record appears below. Should the changes 
and/or additions be unacceptable to applicant, an amendment may be filed as provided by 
37 CFR 1.3 12. To ensure consideration of such an amendment, it MUST be submitted no 
later than the payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview 
with Mr. John James McGlew on July 22, 2004. 

The application has been amended as follows: 

Re claim 10, the applicant has agreed to replace the word, "it" in lines 14 and 15 
with — said at least one analyzer — . 
IN THE CLAIMS: 

1. (Previously Presented) A method for data management for an analytical 
laboratory, the method comprising the steps of: 

providing a plurality of containers for the laboratory analysis of biological 
specimens, each container being associated with a unique identification code of said 
container and having a marking including said unique identification code applied to said 
container during production or packaging of said container; 

associating a patient code with a patient to be subjected to analysis; 
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for each container used for said patient, generating in a data processing system a 
combination of said patient code and said unique identification code of the corresponding 
container; 

carrying out, by means of at least one analyzer, at least one analysis on the 
container or containers used for said patient, the analyzer entering the results of said 
analysis, combined with the unique identification code of the container or containers, into 
the data processing system. 

2. (Previously Presented) The method according to Claim 1, comprising the steps 

of: 

generating a patient code for at least one patient on whom at least one analysis is 
to be carried out and storing said patient code in a data processing system; 

placing a biological specimen from said patient in said at least one container; 

carrying out at least one analysis of said specimen in at least one analyzer, the 
analyzer reading the unique identification code of said container and entering into said 
data processing system the results of the analysis combined with the unique identification 
code of said container; 

using said data processing system to associate the results of the analysis or 
analyses with the patient code, and then with the patient identified by said patient code, 
by means of the combination of the patient code with the unique identification code. 

3. (Previously Presented) The method according to Claim 1, in which said unique 
identification code is placed on the corresponding container in a machine readable 
format. 

4. (Canceled) 
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5. (Previously Presented) The method according to Claim 1, in which said patient 
code is placed on a medium in a machine-readable formal. 

6. (Previously Presented) The method according to Claim 3, in which the 
combination of the patient code with the unique identification code is generated by the 
sequential reading by an automatic reading instrument of the patient code and the unique 
identification code, or vice versa. 

7. (Previously Presented) The method according to Claim 1, in which said patient 
code and said unique identification code are reproduced as bar codes and are optically 
read to produce said combination. 

8. (Previously Presented) The method according to Claim 1, in which said patient 
code is generated by a central computer of said data processing system; the combination 
of the patient code with the unique identification code is carried out by means of a unit of 
said data processing system other than said central computer; and the result of the 
analysis, associated with the patient code, is sent to said central computer. 

9. (Previously Presented) The method according to Claim 1, in which said patient 
code is generated by a central computer of said data processing system; the combination 
of the patient code with the unique identification code is carried out by means of a unit of 
said data processing system other than said central computer; and the result of the 
analysis, associated with the unique identification code of the container, is sent to said 
central computer, the central computer being programmed to associate with the result of 
the analysis the data relating to the patient to whom said result relates. 

10. (Currently Amended) A data processing system for data management in an 
analytical laboratory, the system comprising, in combination, 
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a central electronic computer, for acquiring the data on patients on whose 
biological specimens the analyses are to be carried out, and for generating a patient code 
for each patient acquired; 

means for acquiring a unique identification code associated with each container of 
a plurality of containers for laboratory analysis of biological specimens; 

a marking with said unique identification code, said marking being applied to said 
container during production or packaging of the container; 

means for combining each of said acquired unique identification codes with a 
corresponding patient code to form combined database on said unique identification code 
and said patient code; 

at least one analyzer with means for reading the unique identification codes 
associated with the containers which are placed in it said at least one analyzer , said 
analyzer carrying out at least one analysis on a biological specimen contained in the 
containers placed in it said at least one analyzer and supplying to said electronic 
computer the result of the analyses carried out, combined with data capable of associating 
said result with the patient to whom the biological specimen belongs based on said 
combined data. 

11. (Previously Presented) The system according to Claim 10. comprising means 
for receiving from said at least one analyzer the result of said at least one analysis 
combined with the unique identification code of the container in which the analyzed 
biological specimen is placed; said means being programmed to associate said result with 
the patient code relating to the unique identification code combined with the result of the 
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analysis, to send the result of the analysis combined with the patient code to said central 
electronic computer. 

12. (Previously Presented) The system according to Claim 10, in which the result 
of the analysis, combined with the unique identification code of the corresponding 
container, is sent to said central computer, the central computer being programmed to 
associate, by means of the combination of the patient code with the unique identification 
code, each unique identification code - and consequently the result of the analysis - with 
the patient code of the patient whose biological specimen is contained in the container 
identified by said unique identification code. 

13-20 (Canceled) 

21. (Previously Presented) The method according to Claim 1, further comprising; 
connecting a means to each container for determining an expiry date of the 

respective container. 

22. (Previously Presented) The system according to Claim 10, further comprising: 
means connected with each container for determining an expiry date of the 

respective container. 

23. (Previously Amended) An analytical laboratory data management method 
comprising the steps of: 

generating unique identification codes; 

providing a plurality of containers for the laboratory analysis of biological 
specimens; 
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associating each of said containers with one of said unique identification codes 
and applying a marking including said unique identification code to the associated 
container during production or packaging of the container at a first location; 

generating patient codes with a host computer or providing as input into the host 
computer the generated patient codes; 

associating each patient code with an individual patient to be subjected to 
analysis; 

providing, at a second location, a biological specimen from the individual patient 
with the associated patient code in the container with said marking including said unique 
identification code; 

providing correlation data, based on a combination of said patient code and the 
marked said unique identification code of the corresponding container for which the 
biological specimen has been or will be provided, by reading or receiving said patient 
code and reading the marked said unique identification code of the corresponding 
container having the biological specimen, said correlation data being provided to a 
device separate from said host computer; 

providing an analyzer for analysis of the biological specimen; 

carrying out at least one analysis on the container, with the unique identification 
code having the biological specimen, using the analyzer to provide results of the analysis 
associated with the unique identification code; 

associating the results of the analysis with the patient code at the device separate 
from the host computer based on the correlation data; and 
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sending the results of the analysis and associated patient code to the host 
computer. 

24. (Previously Presented) The method according to Claim 23, further 
comprising: connecting a means to each container for determining an expiry date of the 
respective container. 

25. (Previously Amended) An analytical laboratory data management method 
comprising the steps of: 

generating unique identification codes; 

providing a plurality of containers for the laboratory analysis of biological 
specimens; 

associating each of said containers with one of said unique identification codes 
and applying a marking including said unique identification code, to the associated 
container during production or packaging of the container at a first location; 

generating patient codes with a host computer or providing as input into the host 
computer the generated patient codes; 

associating each patient code with an individual patient to be subjected to 
analysis; 

providing, at a second location, a biological specimen from the individual patient 
with the associated patient code in the container with said marking including said unique 
identification code; 

providing correlation data based on a combination of said patient code and the 
marked said unique identification code of the corresponding container for which the 
biological specimen has been or will be provided, by reading or receiving said patient 
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code and reading the marked said unique identification code of the corresponding 
container having the biological specimen; 

providing an analyzer for analysis of the biological specimen; 

carrying out at least one analysis on the container, with the unique identification 
code having the biological specimen, using the analyzer to provide results of the analysis 
associated with the unique identification code; 

sending the results of the analysis associated with the unique identification code 
to the host computer; and 

associating the results of the analysis with the patient code at the host computer 
based on the correlation data. 

26. (Previously Presented) The method according to Claim 25, further 
comprising: 

connecting a means to each container for determining an expiry date of the 
respective container. 

27. (Previously Presented) A set of containers for laboratory analysis of biological 
specimens, each container of the set comprising: 

a container body; 

a marking or label connected to said container body and having or embodying a 
machine-readable identification code that is unique to said container body relative to 
other identification codes of the set of containers, said marking or label with said 
machine-readable identification code being associated with said container body and 
applied to said container body during production or packaging of said container body; 
and 
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means connected with said container body during production or packaging of said 
container body for determining an expiry date. 

28. (Previously Presented) The container according to Claim 27, wherein said 
identification code is a bar code. 

Allowable Subject Matter 
3. Claims 1-3, 5-12, and 21-28 are allowed. 

The following is an examiner's statement of reasons for allowance: the cited prior 
arts of the record, Chaffin, III et al. (US 3,831,006); Knepple et al. (WO 99/41014) and 
Can* et al. (US 5,888,825) taken alone or in combination of other references do not teach, 
disclose, or fairly suggest the claimed method and system for data management for an 
analytical laboratory comprising, among other things and steps, providing a plurality of 
containers for the laboratory analysis of biological specimens each container being 
associated with a unique identification code of said container and having a mark 
including said unique identification code applied to said container during production or 
packaging of the container. Upon careful consideration of applicant's remark, 
amendment, and updated prior art search, claims 1-3,5-12, and 21-28 appear to be in 
condition for allowance over the prior art made of record. 

Any comments considered necessary by applicant must be submitted no later than 
the payment of the issue fee and, to avoid processing delays, should preferably 
accompany the issue fee. Such submissions should be clearly labeled "Comments on 
Statement of Reasons for Allowance." 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Steven S. Paik whose telephone number is 571-272-2404. 
The examiner can normally be reached on Mon - Fri (5:30am-2:00pm). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Lee can be reached on 571-272-2398. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 
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